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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on October 2, 2007 (RCE & amdt) . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 54,55,59-62 and 65-70 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 54,55,59-62 and 65-70 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Claims 1, 17-20, 22-45 and 50-53 were previously cancelled, claims 2-16, 21, 46-49, 56- 

58 and 63-64 have been cancelled, claims 48-49 have been amended, the disclosure has been 
amended at page 1 , and new claims 65-70 have been added as per the amendment filed June 1 , 
2007 and entered October 10, 2007 following the Request for Continued Examination (RCE) 
filed October 2, 2007. Three additional or supplemental Information Disclosure Statements (3 
IDSs) filed on May 11, 2007, October 29, 2007 and December 21, 2007 have been received 
with all cited on-US patent references and made of record. Examiner also notes that applicant 
has supplied a Terminal Disclaimer, a disclaimer that has been reviewed, found acceptable, 
made of record, and which has rendered moot the previous rejection alleging obvious double 
patenting. 

Claims 54-55, 59-62 and 65-70 remain in the case. 

Claims 54, 60-62 and 65-70 are rejected under 35 U.S.C. §1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
enable one of ordinary skill in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The fundamental issue here is whether practicing the full scope of the instant invention is 
possible without undue experimentation. As provided for in In re Wands (858 F.2d 731, 737; 8 
USPQ 2d 1400, 1404 (Fed Cir. 1988) the minimum factors to be considered in determination 
of whether a conclusion of "undue experimentation" is appropriate are as follows: 

A + B. The breadth of the claims and the nature of the invention: The invention claimed 
is directed to the administration of the five ingredients listed in claim 65, and the multiple 
ingredients listed in claim 67, with the optional additional administration of one or two 
additional ingredients listed in claims 66 and 68-70 to effectively treat breast cancer, ovarian 
cancer, or pancreatic cancer. 

C. The state of the prior art: The prior art does not appear to disclose the administration 
of the combination of the listed ingredients in claims 65 and 67 or those ingredients plus the 
ingredients additionally listed in claim 66 or claims 68-70, or the pharmaceutical compositions 
defined by claimed 54 and 61-62. 
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D. The level of one of ordinary skill: The ordinary practitioner would be expected to be 
knowledgeable in the practice of both medical chemotherapy and associated neoplastic cell 
biochemistry. 

E. The level of predictability in the art: The predictability of the treatment of neoplastic 
disease conditions is remains low because the understanding of how and/or why a method is 
effective, or ineffective, in the treatment of the manifold different diseases encompassed by the 
term "neoplastic" remains incomplete. This view continues to apply to the listed disease 
conditions, and particularly to pancreatic cancer, a disease typically characterized by a very 
short life expectancy following diagnosis. 

F. The amount of direction provided by the inventor: The instant disclosure provides 
limited guidance concerning the anti-neoplastic effects of the methodology encompassed by 
claim 67 and 68, but appears to only speculate concerning the likelihood of success in re 
administration of the mixtures of ingredients listed in claims 65, 66 and 69-70. 

G. The existence of working examples is limited to breast cancer, sarcomas, leukemia 
and transplanted breast cancers and in no case noticed by examiner was either DHEA , OT or 
"F16" included in an executed test protocol. If this is not the case, examiner would appreciate 
guidance concerning the location(s) of data in the disclosure that enables the inventions 
encompassed by claims 65, 66 and 69-70. 

H. The quantity of experimentation needed to use the invention based on the content of 
the disclosure is deemed to be undue because applicant apparently has not disclosed sufficient 
test data to fully enable the effective administration of that any one of the claimed 
combinations of active ingredients listed in claims 65-70 as an effective treatment of any living 
host, or any appropriate cell test culture, wherein a breast cancer, an ovarian cancer or a 
pancreatic cancer is present. The above rejection also applies to the pharmaceutical 
composition claims 54 and 60-62 because only a prospective disclosure supporting the 
administration of "F16" containing pharmaceutical compositions is present at the end of the 
instant specification. 

Applicant's arguments with respect to claims 54, 60-62, 65, 66 and 69-70 have been 
considered but are moot in view of the new grounds of rejection. This new ground of rejection 
was necessitated by applicant's introduction of new claims. 
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Claims 58, 59, 68 and 69 are objected to because of the following informalities: 
In claims 58, 59, 68 and 69, the term "Adriamycin" is improperly capitalized. 
Appropriate correction is required. 

Claims 66 and 68-70 are rejected under 35 U.S.C. §1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 66 and 68-70, the term "comprising" should be followed by the term 
"administration of in order to make the claim complete in view of the subject matter of the 
relevant independent claims both of which arc method of treating claims wherein the 
"administration" of a cocktail of drugs is the encompassed subject matter. 

Applicant's arguments with respect to claims 66 and 68-70 have been considered but are 
moot in view of the new grounds of rejection. This new ground of rejection was necessitated 
by applicant's introduction of new claims. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 

"A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication 
in this or a foreign country, before the invention thereof by the applicant for a patent." 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one year prior to the date of application for patent in the United States." 

Claims 55 and 59 are rejected under 35 U.S.C. § 102(b) as being anticipated by Nord et 
al. (PTO-1449 ref. #11). 

Applicant is referred to page 380, Table 3 (explanation at the top of the table) and 
associated explanatory text. 

Applicant's arguments filed June 1, 2007 have been fully considered but they are not 
persuasive. 
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Applicant is referred to Nord et al. at p. 376, column 2, last last paragraph, wherein the 
noted reference discloses the instant combination of active ingredients as claimed separately or 
in combination with adriamycin as active in the treatment of neoplasms. 

Claims 55 and 59 are rejected under 35 U.S.C. § 102(b) as being anticipated by Stolfi et 
al. (PTO-1449 ref R). 

Applicant is referred to the Abstract wherein adriamycin and the remaining active 
ingredients are disclosed as an effective pharmaceutical composition. 

Applicant's arguments filed June 1, 2007 have been fully considered but they are not 
persuasive. 

Applicant's arguments are very brief and conclusory and therefore do not provide a basis 
for rebuttal. 

For equivalent references see Colifiori et al. (PTO-892 ref. S); Martin et al. (PTO-892 
ref. T); and Koutcher et al. (PTO-892 ref. U). 

Papers related to this application may be submitted to Group 1600 via facsimile 
transmission (FAX). The transmission of such papers must conform with the notice published 
in the Official Gazette (1096 OG 30, November 15, 1989). The telephone number to FAX 
(unofficially) directly to Examiner's computer is 571-273-0651. The telephone number for 
sending an Official FAX to the PTO is 571,273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner L. E. Crane whose telephone number is 571-272- 
0651. The examiner can normally be reached between 9:30 AM and 5:00 PM, Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ms. S. Anna Jiang, can be reached at 571-272-0627. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is 571-272-1600. 
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LECrane:lec 
03/31/2007 



/Lawrence E. Crane/ 
Examiner, Art Unit 1623 



L. E. Crane, Ph.D., Esq. 
Patent Examiner 
Technology Center 1600 
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